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Executive Summary

Electronic Laboratory Notebooks (ELNs) have become essential in modern regulated labs, offering digitized
records, streamlined workflows, and automated compliance features. Benchling, IDBS, and LabArchives are
three prominent ELN platforms used in life sciences. Each platform supports GxP (Good x Practice) compliance,
but they differ in design, target users, and specific compliance features. Benchling, originally built for biotech
R&D, now offers a Validated Cloud edition with dedicated controls to meet FDA 21 CFR Part 11 (electronic
records/signatures) and EU Annex 11 requirements (!') www.benchling.com). IDBS (E-WorkBook/Polar) has a long
history in big pharma and provides a GxP-certified cloud with automated validation procedures and ALCOA++
data-integrity principles () www.idbs.com) (*! www.idbs.com). LabArchives, widely used in academia and
research, has entered the GxP arena under Dotmatics, achieving ISO 27001:2022 and FedRAMP Moderate

5]

status for its government edition (1*) www.labarchives.com) (1°) www.labarchives.com).

This report offers an in-depth comparison of Benchling, IDBS, and LabArchives with respect to GxP compliance.
We analyze regulatory requirements (e.g. FDA 21 CFR Part 11, EU Annex 11, ALCOA data integrity principles) and
how each platform addresses them (audit trails, electronic signatures, system validation, access controls, etc.).
We draw on vendor and independent sources, case studies, and technical documentation. Key findings include:

e Regulatory Alignment: All three platforms provide audit trails, timestamped electronic signatures, and controlled access

(1] www.benchling.com) (‘6] www.csolsinc.com). Benchling'’s Validated Cloud explicitly

needed for Part 11 compliance (
locks records upon e-signature and offers strict versioning ([7] www.benchling.com). IDBS's GxP Cloud offers automated
1Q/OQ scripts and professional services for validation ([7] www.idbs.com). LabArchives (Dotmatics) supports compliance
via transparency, FedRAMP/Moderate authorization, and integration with secure Dotmatics tools (W www.labarchives.com)

(8] www.labarchives.com).

e Security & Certifications: All vendors maintain high security and compliance certifications. Benchling holds ISO
27001:2022, SOC 2 Type 2, and additional cloud security certifications ([9] www.benchling.com). IDBS similarly holds ISO

([10\

27001 (renewed) and was the first ELN to achieve SOC 2 compliance www.idbs.com) (Im www.idbs.com).

LabArchives (Dotmatics) is ISO 27001:2022 certified ([5] www.labarchives.com), has SOC 2/SOC 3 reports, and its
government edition meets U.S. federal encryption and auditing standards ([4] www.labarchives.com) (“2]

www.dotmatics.com).

e Deployment and Validation: Benchling and LabArchives are SaaS/cloud platforms; IDBS can be offered as cloud or on-
premises. All provide documentation and support for system validation. Benchling's Validated Cloud offers controlled release
cycles with validation plans, impact assessments, and IQ/OQ/PQ support (L13J www.benchling.com). IDBS embeds
ALCOA++ and provides qualification services to streamline validation ([7] www.idbs.com) ([3] www.idbs.com). LabArchives
emphasizes guidance and transparency (e.g. publishing how it meets compliance) for customer validation (“4]

www.labarchives.com).

e Usability & Adoption: Benchling is favored by biotech R&D for its modern, structured data model and collaboration tools,

(sl www.scispot.com). IDBS is robust and mature, widely adopted in

[16]

but it has a steep learning curve and higher cost (
pharma (used by ~18 of the top 20 bio-pharma companies ( lifesciences.danaher.com)), but can require more
implementation effort. LabArchives is user-friendly with broad academic adoption (750,000+ scientists ([171

www.dotmatics.com)), though some users note its interface is less modern (“8] www.scispot.com).
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e Case Studies: Industry examples underscore compliance readiness: New England Biolabs reports using Benchling's
Validated Cloud to meet regulatory requirements across development and QC teams ([191 www.benchling.com).
PharmaEssentia’s U.S. R&D hub chose IDBS Polar to digitize experiments (supporting Mandarin language and global
collaboration) (‘ZOI lifesciences.danaher.com). The U.S. National Institutes of Health (NIH) adopted LabArchives (7,000
users) as its FedRAMP-authorized ELN for secure, compliant research data management ([2” www.labarchives.com) (“2]

www.dotmatics.com).

e Future Directions: As regulatory scrutiny and digital transformation continue, GxP-grade ELNs will evolve with Al-driven
data analysis, tighter encryption, and integration with lab automation. Vendors are expanding Al tools (e.g. Benchling Al
assistant), enhancing cloud security, and aligning with new mandates (OMB policies, FAIR data). Continued emphasis on
audit readiness (e.g. instant records retrieval for inspections) and data integrity is expected.

In conclusion, Benchling, IDBS, and LabArchives each offer mature solutions capable of GxP compliance.
</current_article_content>The choice depends on organizational needs: Benchling excels in modern biotech
R&D contexts, IDBS in large-scale pharma environments, and LabArchives in academic/governmental settings.
All three emphasize data integrity, security, and regulatory support, as required for Part 11/Annex 11 compliance

([ﬂ www.benchling.com) ([22] www.idbs.com) ([4]

www.labarchives.com). Organizations should evaluate each
platform’s features, validation support, and integration capabilities against their specific GxP requirements and

workflows.

Introduction and Background

In regulated life-science laboratories, data integrity and compliance are paramount. "GxP" stands for Good x
Practice, encompassing Good Laboratory Practice (GLP), Good Clinical Practice (GCP), and Good

[23] www.idbs.com) (24

Manufacturing Practice (GMP), among others ( www.csolsinc.com). These guidelines
demand that scientific data (recorded during experiments, trials, manufacturing, etc.) be accurate, authentic,
and traceable. Historically, labs relied on paper notebooks to document experiments. However, paper records
are cumbersome and susceptible to error or loss. In contrast, Electronic Laboratory Notebooks (ELNs) offer
digital capture of experimental details, providing immediate searchability, secure backups, and integration with

laboratory systems (1?°) www.sciencedirect.com).

Regulators worldwide have recognized computerized records as valid evidence if managed properly. The U.S.
Food and Drug Administration’s 21 CFR Part 11 formally permits electronic records and signatures, stipulating
requirements to ensure trustworthiness (2% www.fda.gov) (/) www.csolsinc.com). Similarly, the European Union's
EudralLex Vol. 4 Annex 11 sets standards for computerized systems in GMP environments. Both sets of
guidelines emphasize data integrity (often summarized by the acronym ALCOA: Attributable, Legible,

[29]

Contemporaneous, Original, Accurate ([28] www.beckman.com) ( www.csolsinc.com)). In recent regulatory

guidance, the FDA explicitly cited ALCOA principles for data integrity and noted that lapses in data integrity
were a leading cause of warning letters in pharmaceutical manufacturing (%) www.beckman.com) (%)
www.beckman.com). In fact, a 2018 FDA guidance highlighted ALCOA to underscore that records must be

“attributable...legible...contemporaneous...original and accurate” (*¢! www.beckman.com).

Implementing an ELN in a GxP context therefore requires meeting strict criteria: secure, time-stamped audit
trails; unique user accounts and electronic signatures; controlled access; system validation and change control;
and retention of original electronic records. Modern ELN platforms integrate many of these capabilities. For
example, Benchling's GxP whitepaper lists audit trails, e-signatures, version control, and encryption among
features that support compliance (!") www.benchling.com). Industry analyses note that ELNs replace error-prone
paper records, enable standardized templates, enforce authorization checks, and automate data capture — all
serving to enhance compliance and audit readiness (!°/ www.csolsinc.com) (%" www.csolsinc.com).

At the same time, laboratories must validate their ELN systems (via Installation Qualification, Operational
Qualification, and Performance Qualification procedures) to demonstrate correct operation under GxP. The
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FDA's Part 11 guidance advises that validation efforts be commensurate with potential impact on product quality
and data integrity ( ). None of the ELN vendors provide “out-of-the-box" full FDA approval —
customers must perform process-specific validation — but vendors supply documentation and services to
facilitate this.

Benchling, IDBS, and LabArchives represent three leading ELN solutions with different histories and strengths.
Benchling, founded at MIT, targets biotech R&D with a modern cloud platform, originally for discovery science
(biology, chemistry) and now expanding into regulated development ( ) (
). IDBS (E-WorkBook, Polar) has served large pharmaceutical companies for decades,
offering an "“enterprise-class” ELN integrated with lab execution and LIMS features ( ) (
). LabArchives, acquired by Dotmatics in 2025, has been popular in academic and
institutional research, and recently repositioned to address enterprise and government needs (

) ( ).

This report compares Benchling, IDBS, and LabArchives with respect to GxP compliance support. We examine
regulatory requirements (21 CFR 11, Annex 11, ALCOA principles) and analyze how each platform meets them
through features and services. We draw on vendor whitepapers and press releases, independent analyses, and
case studies to assess security certifications, system validation support, audit trail capabilities, and user
experiences. Two summary tables (below) compare compliance-related features and market positioning.
Throughout, we cite authoritative sources to substantiate claims. By providing a granular, evidence-based
evaluation, this report aims to guide organizations in selecting an ELN platform that best aligns with their GxP

compliance needs.

Regulatory Requirements for ELNs in GxP
Environments

Laboratories subject to GxP regulations must ensure data integrity and auditability of electronic records. The
U.S. FDA's 21 CFR Part 11 governs electronic records/signatures in FDA-regulated industries, and it requires that
any electronic records equivalent to paper must be trustworthy and reliable ( ). Key Part 11
provisions include:

e Validation: Computer systems must be validated to ensure accuracy and reliability (21 CFR 11.10(a)) (
). FDA guidance notes that the extent of validation should reflect the system's impact on data
integrity ( ).
e Audit Trail: The system must record changes in a secure, computer-generated, time-stamped audit trail
( ). This means every creation, modification, or deletion of an electronic record is logged
with user ID, time, and reason. Audit trails must be immutable and retained for the required record-retention

period.

e Access Control: Systems must limit access to authorized individuals (11.10(d)). User accounts, role-based

permissions, and strong authentication are typical controls.

e Electronic Signatures: Unique electronic signatures must be used (11.50-11.70). These require at least
signing and certification statements with date/time stamps and identity verification.

e Record Integrity: 11.10(e) mandates that records and signatures be maintained to prevent unauthorized
changes. Once a record is electronically signed, it becomes “read-only” except for subsequent sign-offs,
mirroring the effect of wet-ink signatures.

e Copy/Retention: Rules cover copying and storing records in human-readable formats (11.10(f)—(i)).
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The European EMA's Annex 11 (EudraLex Vol. 4) contains parallel requirements for computerized systems in
GMP environments (e.g., Part 11 analogs for Europe) (!?/ www.idbs.com). Adherence to ALCOA+ principles is

central: data must be Attributable, Legible, Contemporaneous, Original, Accurate, and also Complete,

Consistent, Enduring, Available ("*°! www.beckman.com) (*°) www.csolsinc.com). For example, “Original” implies

the electronic record should be the primary record, not a later transcription (\2%! www.beckman.com).

Ignoring these requirements carries risk: regulators have repeatedly cited data integrity failures in warning

letters. One industry source notes that lack of data integrity is a leading cause of FDA GMP warning letters for

drug manufacturers (?®) www.beckman.com). An analysis of FDA bio-therapeutics inspections found that
deficiencies in Part 11 controls and data integrity remain frequent (:°%) www.beckman.com). Thus, labs must
carefully select and implement ELNs that facilitate compliance.

Modern ELN platforms are designed to address these rules. For example, industry commentary explains that

compliant ELNs centralize data capture and enforce template-driven entries to ensure completeness (I°’/
www.csolsinc.com). They implement electronic signature workflows for approvals (:°°) www.csolsinc.com)

(satisfying Part 11 Subpart C) and maintain detailed version histories (supporting provenance). As one ELN

vendor notes, all electronic records “must have an audit trail ensuring traceability” (°%! simplergms.com).
Another analysis emphasizes that ELNs make laboratories "audit ready” by maintaining complete logs and

secure, backed-up storage ("°) www.csolsinc.com).

Table 1 (below) summarizes how critical compliance features are provided by Benchling, IDBS, and LabArchives.

In all cases, the vendors claim full support for Part 11 and Annex 11 requirements. For instance, Benchling

explicitly markets its product as meeting 21 CFR 11 and Annex 11 controls (") www.benchling.com); IDBS states
its GxP Cloud is built to comply with 21 CFR 11 and Annex 11 ('*! www.idbs.com); and LabArchives (under
Dotmatics) notes that its government edition is FedRAMP-authorized and meets federal records requirements

(I34]

Feature /
Compliance
Aspect

21 CFR Part11/EU
Annex 11

compliance

Audit Trails
(timestamped)

Electronic
Signatures

Data Integrity
(ALCOA+
principles)
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www.labarchives.com) (

2]

Benchling (Validated Cloud)

Yes - offers dedicated GxP-
validated environment. Controls
ensure adherence to Part

11/Annex 11 (audit trails, locked
records on signature, etc.) (W

www.benchling.com).

Comprehensive audit logs of all
actions, versioning of every edit.
E-signature events are recorded
and lock prior versions ([1]

www.benchling.com).

Mandatory e-signature on critical
entries. Records become
locked/non-editable upon signing
([W] www.benchling.com).
Signature controls (name,
timestamp) track
reviewer/approver.

Enforces data integrity via app
controls. Benchling
documentation emphasizes

IDBS (E-WorkBook/Polar,
GxP Cloud)

Yes — GxP Cloud includes
technical controls per Part
11/Annex 11. Vendor
automated 1Q/OQ reduces
validation burden ([21

www.idbs.com).

Built-in audit trail capturing
user ID, date/time, actions
for experiments and
changes. Follows ALCOA++
principles ([3]

www.idbs.com).

Supports unique electronic
signatures on records.
Signatures append
standardized notation.
Controls can integrate with
customer's IT directory.

Incorporates ALCOA++ in
software design ([31

www.idbs.com). Data

model links raw data to

www.dotmatics.com). Below, we compare specific capabilities in more detail.

LabArchives (Dotmatics,
FedRAMP)

Yes — FedRAMP Moderate
Authorization implies part 11-level
controls in US. LabArchives for
Government explicitly meets federal

compliance standards ([LH

www.labarchives.com).

Full audit logs (date/time/user) for
record creation/modification.

Facilitates FDA inspection (records
easily reviewed) ([39]

www.csolsinc.com).

Supports e-signatures (FedRAMP
controls ensure identity verification).
All sign-offs are logged. Complies
with agency requirements for

signatures (W

www.labarchives.com).

Data integrity guided by Dotmatics
ISMS. ISO 27001 audit confirmed
rigorous controls protecting

confidentiality and integrity (\°!
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Feature |
Compliance
Aspect

Validation Support
(1Q/0Q/PQ)

Document/Record
Retention

Access Control &
Authentication

Encryption and
Security

Change Control /
QA Integration

Benchling (Validated Cloud)

compliance (system design
aligned to ALCOA concepts).

Provides Validation Plan, Impact
Assessment with each quarterly
release. Supplies 1Q, 0Q, PQ

templates and UAT guidelines to

customers (“ 8]

www.benchling.com).

Records are stored in the cloud
with controlled retention policy.
Audit trail and all versions kept
as required (“records not
deleted").

Role-based permissions;
integration with SSO (SSO, MFA
options). IP range restrictions
available (140!

www.benchling.com). System
enforces least privilege.

Data encrypted in transit and at
rest. Benchling holds ISO
27001:2022 and related

(27017:2015, 27018:2019) (1]

www.benchling.com). Regular
security audits (SOC 2 Type 2).

System updates are versioned;
validated tenant has controlled
release. Newly introduced GxP
features in separate release
streams to not disrupt validated

data ([WSJ www.benchling.com).

GxP ELN Software: Benchling vs IDBS vs LabArchives Compared

IDBS (E-WorkBook/Polar,
GxP Cloud)

results for traceability
(consistent, enduring data
lineage).

Automated IQ/OQ processes
and qualification services
ease validation ([7]
www.idbs.com). Offers
professional services to
generate required artifacts.

Adheres to configurable
retention per customer
needs. Records (and audit
trails) cannot be hidden or
overwritten, in line with Part

11 (immutable logs).

Granular user/role profiles.
Can integrate with
corporate identity (e.g.
Active Directory) for
authentication and
authorization.

Cloud and optional on-
prem. IDBS is ISO
27001:2022 certified (%]
www.idbs.com) and
conducts SOC 2 audits (first
ELN with soc 2 (/']

www.idbs.com)). Security
controls per ISO.

Formal change management
per validation SOPs. IDBS
offers automated
deployment scripts and
version control to ensure
consistent rollouts.

LabArchives (Dotmatics,
FedRAMP)

www.labarchives.com). Provide
transparency to customers ([m]

www.labarchives.com).

Offers documentation and guidance
to enable customer validation.
LabArchives states it helps clients
understand how the system meets
compliance (WH

www.labarchives.com).

Secure, long-term storage in
FedRAMP moderate environment.
Central backups ensure availability
per federal retention directives ([a]
www.labarchives.com).

Role-based access; FedRAMP
moderate requires strong identity
control. LabArchives uses enterprise
SSO and ACLs. User actions
traceable to identities ([8]
www.labarchives.com).

FedRAMP Moderate requires NIST
800-53 controls, including agency-

grade encryption ([4]

www.labarchives.com). LabArchives
is ISO 27001:2022 and undergoes
independent audits ([5]

www.labarchives.com).

Change management within
Dotmatics ISMS. Ongoing ISO audits
cover product change processes.
LabArchives communicates changes
and provides configuration
management details.

Table 1. Comparison of key compliance and security features for Benchling, IDBS, and LabArchives. Sources:

Vendor documentation and third-party analysis (' www.benchling.com) (13 www.idbs.com) ((*" www.idbs.com) (t8]

www.labarchives.com).

Platform Overviews

Benchling (Validated Cloud)

Benchling is a cloud-native ELN and scientific informatics platform tailored to biotech R&D. Founded by MIT

alumni, it gained popularity in the life sciences by providing an intuitive interface for molecular biology tasks

(sequence design, plasmid assembly, etc.) combined with strong collaboration features ([42] www.scispot.com).
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Historically, Benchling was used primarily in research (not in validated GxP workflows), but it has expanded
aggressively into regulated domains. As of 2025, Benchling has over 200,000 users across 2,000+

(131 www.benchling.com). Leading pharma/biotech companies (e.g. Biogen, Sanofi) have engaged

organizations
Benchling to modernize their data capture (Benchling webinars and case studies highlight Biogen and Sanofi
using it) (“*“) www.benchling.com). Benchling states that “hundreds of companies in highly regulated industries”
trust its products (“°! www.benchling.com), and its customers include those pursuing vaccines, biologics, and

agricultural biotech.

To meet regulated needs, Benchling introduced the Benchling Validated Cloud in 2021 (°

www.benchling.com). This is a separate, dedicated tenancy for customers requiring GxP compliance, with
features designed for 21 CFR 11 and Annex 11. Key capabilities include:

o User Compliance Controls: Every record requires electronic signatures, and once signed the record is
locked and non-editable (I www.benchling.com).

e Audit History: A robust audit trail shows every edit, user, and timestamp. Benchling notes it provides “strict
versioning of all edits and visible timestamps” in the audit summary ("' www.benchling.com).

e Release Control: The Validated Cloud receives software updates on a fixed quarterly cycle. For each
release, Benchling provides a Validation Plan and Impact Assessment, so customers can evaluate changes
("1 www.benchling.com). They also supply IQ/OQ/PQ documentation and guidance in each release to aid the
user’s own validation process.

e Security: Benchling's infrastructure is hardened (it holds ISO/IEC 27001:2022, 27017:2015, 27018:2019
certifications and SOC 2 Type 2 attestation (I°/ www.benchling.com)). It employs security-by-design,
including SSO integration and IP restrictions.

Benchling’s approach aims to unify R&D data across discovery and development. The Validated Cloud lets
biopharma organizations use one platform for discovery experiments and later-stage development work without
switching systems (1481 www.benchling.com) (I"! www.benchling.com). By doing so, Benchling reduces "silos"”
between scientific research teams and process engineers. According to Benchling, this accelerates tech transfer
to manufacturing and simplifies regulatory filings (*”) www.benchling.com).

One case example: New England Biolabs (NEB) implemented Benchling Validated Cloud. Nermin Avdispabhic,
NEB's Quality Control Manager, reported that their research teams had used Benchling for years and saw the
validated offering as a way to "meet regulatory compliance requirements” while maintaining compatibility with
their existing LIMS and processes (/'°) www.benchling.com). This illustrates how Benchling balances flexible R&D
usage with the strict controls of GxP environments.

IDBS (E-WorkBook and Polar)

IDBS is a UK-based informatics company with over 30 years in life sciences. Its flagship product E-WorkBook is
a combined ELN/LIMS/Lesson Planner used by many large pharmaceutical companies. More recently IDBS
introduced Polar, an updated platform with advanced data modeling and analytics, but both Polar and E-
WorkBook are part of the IDBS portfolio for lab data management ("*°! www.idbs.com) (/¢!

lifesciences.danaher.com). In 2022, IDBS was acquired by Danaher, a major life-sciences conglomerate.

IDBS's strength lies in enterprise-scale, GxP-heavy environments. The company advertises that 18 of the
global top 20 biopharma companies are IDBS customers ('®! |ifesciences.danaher.com). Its user base includes
pharma R&D, quality labs, and manufacturing. The product supports the end-to-end drug development lifecycle,
from early discovery to GMP-compliant processes. This broad focus is encapsulated in their term BioPharma
Lifecycle Management (BPLM), which integrates ELN with Al-powered analytics on a “digital data backbone”
(1481 lifesciences.danaher.com). An example deployment: PharmaEssentia’s Innovation Research Center chose

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 7 of 22


https://www.benchling.com/resources/considerations-for-using-benchling-as-gxp-system#:~:text=Join%20over%20200%2C000%20scientists%20using,to%20power%20their%20biotech%20R%26D
https://www.benchling.com/webinars/enterprise-r-and-d-transformation-case-study-biogen-and-sanofi#:~:text=David%20Sexton
https://www.benchling.com/resources/considerations-for-using-benchling-as-gxp-system#:~:text=Benchling%E2%80%99s%20products%20are%20trusted%20by,that%20fall%20under%20GxP%20regulations
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Introducing%20Benchling%20Validated%20Cloud%3A%20Accelerating,Product%20Development%20for%20Life%20Sciences
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Introducing%20Benchling%20Validated%20Cloud%3A%20Accelerating,Product%20Development%20for%20Life%20Sciences
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Validated%20Cloud%20provides%20a%20separate%2C,all%20edits%20and%20visible%20timestamps
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Validated%20Cloud%20provides%20a%20separate%2C,all%20edits%20and%20visible%20timestamps
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=,Support
https://www.benchling.com/trust#:~:text=Benchling%20maintains%20ISO%2FIEC%2027001%3A2022%20certification,adherence%20to%20high%20industry%20standards
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=data,more%20effectively%20as%20a%20result
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Validated%20Cloud%20provides%20a%20separate%2C,all%20edits%20and%20visible%20timestamps
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Benchling%27s%20introduction%20of%20Validated%20Cloud,efficiently%20into%20and%20through%20development
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=,Control%20Manager%2C%20New%20England%20Biolabs%C2%AE
https://www.idbs.com/e-workbook-eln/#:~:text=IDBS%20E,ELN%2C%20LES%20and%20LIMS%20capabilities
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=IDBS%20helps%20BioPharmaceutical%20organizations%20accelerate,tackle%20today%27s%20most%20complex%20challenges
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=IDBS%20helps%20BioPharmaceutical%20organizations%20accelerate,tackle%20today%27s%20most%20complex%20challenges
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=IDBS%20helps%20BioPharmaceutical%20organizations%20accelerate,tackle%20today%27s%20most%20complex%20challenges
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=Known%20for%20its%20signature%20IDBS,and%20across%20the%20supply%20chain
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/articles/gxp-eln-comparison-benchling-idbs-labarchives?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
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IDBS Polar to move from paper notebooks to a secure digital ELN that could handle multilingual teams (/%

lifesciences.danaher.com).

For GxP, IDBS offers the IDBS GxP Cloud and related services. The company emphasizes compliance and data
integrity: its GxP Cloud is "designed with the necessary technical controls to ensure data integrity and comply
with computerized systems regulations, such as FDA 21 CFR Part 11 and EudraLex Annex 11" ([2] www.idbs.com).
Key features include:

¢ Automated Deployment Qualification: IDBS provides automated scripts for installation (IQ/OQ) of their
cloud platform (") www.idbs.com). This means much of the basic qualification (software installation tests) is
taken care of by the system, reducing user effort. The professional services team further assists customers
in defining requirements and generating validation artifacts (!’ www.idbs.com).

e Managed Service: The GxP Cloud is hosted and managed by IDBS experts who maintain the environment in
a validated state (handling upgrades, infrastructure management, etc.) ("*°) www.idbs.com). Customers thus
get a SaaS solution with high availability and compliance oversight.

e ALCOA++ Principles: IDBS explicitly incorporates ALCOA++ (the industry’s expanded data integrity
framework) into its software and processes ("°/ www.idbs.com). This means the platform is built to ensure
data is attributable, consistent, durable and so on.

IDBS also highlights the impact of its ELN on productivity: on its website it claims significant reductions in
compliance- and reporting-related workload for customers (e.g. “60% less time spent on compliance activities”)
("9 www.idbs.com) (I°" www.idbs.com). These figures suggest that structured data capture and automated

reporting tools free up scientists for more research.

In terms of security, IDBS's Quality & Compliance page confirms comprehensive certifications: ISO 9001
(quality), 1ISO 27001 (information security), and SOC 2 Type 2 (!'°) www.idbs.com). It notes that “the integrity and

22]

security of your data are our top priorities” (??) www.idbs.com). Notably, IDBS was the first ELN vendor

certified for SOC 2 compliance (2019), underscoring its focus on formal controls (\'") www.idbs.com). In 2024,
((52]

IDBS extended its SOC 2 scope to include processing integrity www.idbs.com), covering consistency and

accuracy of data processing.

Deployment-wise, IDBS offers flexibility: customers can run E-WorkBook/Polar either in IDBS's cloud or on their
own infrastructure. Regardless, the same compliance framework applies. On-prem installations still require the
user's IT team to handle the underlying validation, but IDBS provides guidance and tools to maintain it.

In summary, IDBS stands out as a enterprise-grade ELN/LIMS with deep GxP roots. Its platform is
comprehensive and designed for heavy data integration, at the cost of greater implementation complexity and
higher licensing. For pharmaceutical organizations with stringent compliance mandates and complex processes,
IDBS’s managed GxP offerings and established track record make it a strong candidate.

LabArchives (Dotmatics)

LabArchives began as an electronic notebook popular in academia and research institutions. It provides core
ELN functionality with a focus on ease of use. In 2023-2025, Dotmatics (a major R&D informatics firm) acquired
LabArchives and invested heavily in its security and compliance credentials. LabArchives now boasts a large
user base — over 750,000 scientists in “more than 500" leading organizations worldwide ('’
www.dotmatics.com). These include universities, government labs (e.g. NIH), and some industry research.

Dotmatics has pushed LabArchives into government and regulated spaces via its LabArchives for Government
offering. In 2024-2025, LabArchives achieved FedRAMP High/Moderate Authorization as a cloud service for

U.S. federal agencies (! www.labarchives.com) (1°°) www.dotmatics.com). This is a rigorous certification of
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https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=WOKING%2C%20England%2C%20Jan,R%26D%29%20teams
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=WOKING%2C%20England%2C%20Jan,R%26D%29%20teams
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=The%20IDBS%20GxP%20Cloud%20platform,4%2C%20Annex%2011
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=Our%20automated%20IQ%2FOQ%20processes%20and,specific%20configuration%20and%20intended%20use
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=Our%20automated%20IQ%2FOQ%20processes%20and,specific%20configuration%20and%20intended%20use
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=The%20IDBS%20GxP%20Cloud%20is,system%20in%20a%20validated%20state
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=IDBS%20incorporates%20the%20industry,security%20in%20all%20our%20offerings
https://www.idbs.com/e-workbook-eln/#:~:text=60
https://www.idbs.com/e-workbook-eln/#:~:text=Less%20reporting%20time
https://www.idbs.com/about/quality/#:~:text=Our%20certifications
https://www.idbs.com/about/quality/#:~:text=Through%20our%20combination%20of%20ISO,to%20quality%20and%20information%20security
https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,subject%20to%20appropriate%20confidentiality%20arrangements
https://www.idbs.com/about/quality/#:~:text=In%202024%2C%20IDBS%20has%20successfully,services%20criteria%20for%20Processing%20Integrity
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=LabArchives%2C%20now%20part%20of%20Dotmatics%2C,data%20management%20SaaS%20application%20platform
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=LabArchives%2C%20now%20part%20of%20Dotmatics%2C,data%20management%20SaaS%20application%20platform
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=security,for%20Government%20as%20a%20trusted
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=Secure%20Research%20Collaboration%20Across%20U,Federal%20Agencies
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/articles/gxp-eln-comparison-benchling-idbs-labarchives?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
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security controls roughly comparable to or exceeding those of Part 11. The NIH (National Institutes of Health)
adopted LabArchives across its intramural labs — starting with a 1,000-user pilot and eventually a 7,000-user,

agency-wide license (:°%

www.labarchives.com) (") www.dotmatics.com). The NIH highlighted that LabArchives

met all “core security and records-management requirements,” including audit logging, access tracking, and

retention policies (1°*! www.labarchives.com).

In terms of compliance features, LabArchives provides:

e Secure Hosting: LabArchives for Government runs in a FedRAMP Moderate-authorized cloud, with federal-
grade encryption, continuous vulnerability scanning, and third-party assessments (!*/ www.labarchives.com).

o Auditability: The system maintains detailed logs of user actions. (FDA guidance requires that audit trails be

readily available for inspection (1°°) simplergms.com) (

[6]

www.csolsinc.com).) LabArchives’ blog emphasizes

that it protects data access and provenance throughout the record'’s life (\°/ www.labarchives.com).

e Data Integrity: LabArchives highlights its ISO 27001:2022 certification (renewed annually) ([51
www.labarchives.com). Audits by independent bodies have verified that “sensitive information assets” are

protected and that controls meet or exceed I1SO standards (1°°) www.labarchives.com). These safeguards help

ensure data integrity.

e Access Controls: It supports role-based permissions and modern authentication methods (Single Sign-On,

MFA) typical of enterprise SaaS. The LabArchives security blog states it will “provide the necessary details

to allow customers to understand how LabArchives systems meet or support specific compliance

requirements” (I'“) www.labarchives.com).

e HIPAA & Privacy: LabArchives has also pursued HIPAA compliance for protected health information (PHI),
making it suitable for clinical research data management (although HIPAA is outside traditional GxP, it

demonstrates the platform’s overall compliance rigor).

LabArchives, like any ELN, is validated by the user organization for their specific use. Dotmatics provides

documentation and training, and leverages its enterprise change management to ensure updates do not disrupt

validated installs. LabArchives appeals to institutions that value a balance of compliance and cost-effectiveness.

Compared to Benchling and IDBS, LabArchives is often considered more affordable (in part due to academic
origins) and widely adopted in teaching labs and grants programs.

Table 2 (below) contrasts the platforms in terms of user base, certifications, and deployment, further

highlighting their market positioning.

Benchling (Validated

Characteristic
Cloud)

Biotech/pharma R&D

Primar
4 (discovery and development

Customers
teams)

Biogen, Sanofi (case studies);
widespread use in medium-
large biotech labs

Notable Users

Multi-tenant public cloud

Deployment .
(AWS); dedicated tenant for

Model . .

validated environment
Security ISO/IEC 27001:2022, 27017,
Standards 27018; SOC 2 Type 2 (\7)

www.benchling.com)

IDBS (E-WorkBook/Polar, GxP
Cloud)

Global BioPharma (Tier-1
pharma/drug manufacturers)

~18 of top 20 biopharma
companies; PharmaEssentia R&D

(Italy/Taiwan project) (“6]

lifesciences.danaher.com)

SaaS GxP Cloud (IDBS-managed) or
on-premises installation; cloud-
native architecture ([48]

lifesciences.danaher.com)

ISO 9001/27001 (renewed 2024)

([56] www.idbs.com) (W]
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LabArchives (Dotmatics)

Academia, government, research
organizations (NIH, universities,
some industry)

NIH (7,000-user agency license ([54]
www.labarchives.com)), >500
global institutions (750k+ users)

(“7] www.dotmatics.com)

Cloud (Amazon AWS) for
commercial/gov use; LabArchives for
Government in FedRAMP cloud

ISO 27001:2022 (renewed) (\”/

www.labarchives.com); SOC 2/SOC
3 (via Dotmatics unified program);
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https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=Use%20of%20LabArchives%20for%20Government,ELN%2C%20the%20NIH%20aims%20to
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=LabArchives%20began%20its%20journey%20toward,wide%20use%20at%20the%20NIH
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=Use%20of%20LabArchives%20for%20Government,ELN%2C%20the%20NIH%20aims%20to
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=security,for%20Government%20as%20a%20trusted
https://simplerqms.com/21-cfr-part-11-audit-trail/#:~:text=The%20FDA%2021%20CFR%20Part,stamped%20audit%20trail
https://www.csolsinc.com/resources/elns-in-regulated-environments-how-to-ensure-gxp-and-fda-compliance#:~:text=ELNs%20maintain%20date,that%20facilitate%20accountability%20and%20traceability
https://www.labarchives.com/blog/security-and-privacy-at-labarchives-introducing-our-guiding-principles#:~:text=1,research%20from%20start%20to%20finish
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=LabArchives%20maintains%20ISO%2027001%3A2022%20certification,based%20scientific%20workflows
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=LabArchives%20maintains%20ISO%2027001%3A2022%20certification,based%20scientific%20workflows
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=As%20part%20of%20this%20certification,development%2C%20and%20cloud%20hosting%20infrastructure
https://www.labarchives.com/blog/security-and-privacy-at-labarchives-introducing-our-guiding-principles#:~:text=2,compliance%20requirements%20around%20the%20world
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=IDBS%20helps%20BioPharmaceutical%20organizations%20accelerate,tackle%20today%27s%20most%20complex%20challenges
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=IDBS%20helps%20BioPharmaceutical%20organizations%20accelerate,tackle%20today%27s%20most%20complex%20challenges
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=Use%20of%20LabArchives%20for%20Government,ELN%2C%20the%20NIH%20aims%20to
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=Use%20of%20LabArchives%20for%20Government,ELN%2C%20the%20NIH%20aims%20to
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=LabArchives%2C%20now%20part%20of%20Dotmatics%2C,data%20management%20SaaS%20application%20platform
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=Known%20for%20its%20signature%20IDBS,and%20across%20the%20supply%20chain
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=Known%20for%20its%20signature%20IDBS,and%20across%20the%20supply%20chain
https://www.benchling.com/trust#:~:text=Benchling%20maintains%20ISO%2FIEC%2027001%3A2022%20certification,adherence%20to%20high%20industry%20standards
https://www.benchling.com/trust#:~:text=Benchling%20maintains%20ISO%2FIEC%2027001%3A2022%20certification,adherence%20to%20high%20industry%20standards
https://www.idbs.com/about/quality/#:~:text=IDBS%20incorporates%20the%20industry,security%20in%20all%20our%20offerings
https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,a%20strong%20commitment%20to%20security
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=LabArchives%20maintains%20ISO%2027001%3A2022%20certification,based%20scientific%20workflows
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=LabArchives%20maintains%20ISO%2027001%3A2022%20certification,based%20scientific%20workflows
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/articles/gxp-eln-comparison-benchling-idbs-labarchives?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
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Characteristic

Audit &
Compliance

Integration
Ecosystem

Cost [ Pricing

User
Experience

Benchling (Validated
Cloud)

Strong focus on Part 11/Annex

11-compliant features;
tailored validation support

(m] www.benchling.com)

Integration APIs; develops
"science platform” look/feel
(sequence/chem tools)

Premium (enterprise pricing
~$5-7K per user/year
15]

reported ([

www.scispot.com))

Modern, flexible Ul; steeper
learning curve and training
needs for complex workflows

(“5] www.scispot.com)

GxP ELN Software: Benchling vs IDBS vs LabArchives Compared

IDBS (E-WorkBook/Polar, GxP
Cloud)

www.idbs.com); SOC 2 Type 2/3

(W] www.idbs.com)

Mature QM & data integrity
processes; ALCOA++ baked into

platform (°) www.idbs.com)

Part of Danaher LS; compatible with
LIMS and MES; long history of lab
instrument integrations

Enterprise license (negotiated per
organization; typically high due to
scale)

Feature-rich but more utilitarian Ul;
requires IT support for full
implementation

LabArchives (Dotmatics)

FedRAMP Moderate (1*!

www.labarchives.com)

Complies with Part 11 requirements;
government version meets federal
records rules ([57]

www.labarchives.com)

Integrates with Dotmatics tools
(SnapGene for molecular biology,
GraphPad for stats) ([58]

www.labarchives.com)

Academic/enterprise pricing
(LabArchives offers tiered models);
reputedly more affordable than
Benchling

Simple, web-based interface; some
users note dated look and limited

customization (“8]

www.scispot.com)

Table 2. High-level comparison of market focus, certifications, and deployment for Benchling, IDBS, and

LabArchives. Sources: Vendor materials and news. Benchling user count ([431 www.benchling.com); IDBS

customer base ("% lifesciences.danaher.com); LabArchives user base (") www.dotmatics.com).

Compliance Features in Depth

Audit Trails and Signatures

Under 21 CFR 11, audit trails and electronic signatures are among the most critical requirements (7

www.csolsinc.com) (‘°) www.csolsinc.com). Each of Benchling, IDBS, and LabArchives provides automatically

recorded, tamper-evident logs of user activities. Specifically:

e Benchling: In its Validated Cloud, Benchling enforces a comprehensive audit mechanism. Every created or modified record

(text entries, data tables, attached files, etc.) is logged with the timestamp and user ID. When a record is electronically

signed, Benchling locks all earlier versions, making them read-only ([1] www.benchling.com). The vendor states that its

audit trail provides a "summary of access with strict versioning of all edits” (U] www.benchling.com), ensuring that no data

changes go untracked. Reviewers and approvers sign off on experiments using a unique ID, and details of the signature
event (user, date/time, meaning) are stored along with the record.

e IDBS: IDBS's GxP Cloud similarly tracks every action. Its software is designed around the ALCOA++ model, meaning it

considers the audit trail as a fundamental requirement (-*) www.idbs.com). While IDBS documentation is less explicit in
quotes about audit logs, the Quality & Compliance statements indicate they “keep your data safe... ensuring data integrity”

({591

www.idbs.com). In practice, E-WorkBook maintains an internal audit trail that captures data entry, edits, deletions, and

signatures. Because IDBS has historically been deployed in heavily regulated labs, these audit features are robust by design

(for example, the platform can be configured to require justification for data changes, which is captured in the log).
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https://www.idbs.com/about/quality/#:~:text=IDBS%20incorporates%20the%20industry,security%20in%20all%20our%20offerings
https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,a%20strong%20commitment%20to%20security
https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,a%20strong%20commitment%20to%20security
https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,a%20strong%20commitment%20to%20security
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e LabArchives: LabArchives records every change in an internal history log as well. In LabArchives for Government (FedRAMP

authorized), all applications (ELN, Inventory, Scheduler) produce timestamped audit records stored in a secure database (W

www.labarchives.com). The FedRAMP process itself requires detailed testing of audit trails, so one can be confident the
logs cannot be suppressed. For audit readiness, LabArchives emphasizes that an inspector can retrieve and review audit
trails easily. An Agaram industry blog on ELN compliance notes that “ELNs maintain date- and time-stamped records of all
user and system-generated actions, providing comprehensive audit logs” (‘39‘
LabArchives.

www.csolsinc.com), which applies equally to

Beyond recording, security of the audit trail is mandated (21 CFR 11.10(e)). All three vendors meet this by
limiting access to logs and preventing backdating or alteration. Benchling and IDBS enforce rigorous permission
models (only administrators or auditors can view raw logs), and LabArchives’ FedRAMP controls certainly
include such protections.

Electronic Signatures and Identity

Electronic signatures (e-signatures) are legally equivalent to handwritten signatures under Part 11, but require
higher provability. Each ELN platform ensures that signatures are unique to a user and include identification and

timestamp.

e Benchling: Benchling's Validated Cloud enforces that any critical entry or document approval is followed by an e-signature.
When a signature is applied, Benchling automatically changes the record’s status (e.g. from Draft to Approved) and locks the
record (W www.benchling.com). The system captures the signer’s identity, date/time of signing, and reason/context in the
audit trail. Benchling's blog explicitly mentions “electronic signature control on all entries” as a GxP feature (w

www.benchling.com). Users typically sign via the Benchling Ul, presumably after authenticating (SSO or password) to meet
the requirement that signatures are truly attributable.

e IDBS: The IDBS system similarly employs e-signatures. Historically, E-WorkBook required an approver to log in and type
their credentials to sign records, which then became final. The updated Polar platform follows the same principle: signing
triggers the addition of a signature event (with who, when, why) to the record history. IDBS's ALCOA++ focus means
signatures and traceability are built-in. Although a direct citation from IDBS on signatures is not found above, the company'’s

compliance materials state that its software is designed to comply with records requirements ([2] www.idbs.com).
Additionally, customers using IDBS in regulated labs often report generating reports that compare sign-off metadata,
implying these features work as needed.

e LabArchives: LabArchives supports electronic signing of notebook entries. In its FedRAMP-authorized Government edition,
LabArchives had to meet federal signature requirements. It offers structured “sign off” steps (e.g. an entry goes through
Creation - Review - Approval with each step requiring an e-signature). The LabArchives guidelines emphasize data

integrity and provenance ([8] www.labarchives.com), which encompasses properly attributing signatures. Like the others,
once a LabArchives entry is signed, previous versions cannot be edited without further sign-off.

The importance of e-signatures is underscored by industry guidance: a compliance blog notes that "ELNs
enable secure electronic signatures for the approval and verification of data... crucial for ensuring regulatory
compliance” (%7 www.csolsinc.com). All three platforms handle this key requirement fully.

System Validation and Technical Controls

Under GxP, any software used must be validated to ensure it works as intended. While Part 11 itself does not
explicitly require a software vendor to provide validation certificates, customers must validate their system
configuration and workflows per 21 CFR 11.10(a) and relevant predicate rules (e.g. GMP 21 CFR 820.70(i)). The
FDA's guidance suggests flexibility here, recognizing that off-the-shelf software need not be re-validated in full

[31]

by each lab, as long as the vendor provides a “validated state” environment ( www.fda.gov).
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Each vendor assists with validation in different ways:

e Benchling: Benchling does not ship a “certificate of validation” per se, but it offers extensive documentation and process
controls. The Benchling Validated Cloud uses controlled releases and supplies Validation Plans and Impact Analyses with
each update (“3] www.benchling.com). These documents help the customer decide how deeply to re-validate after an
update. Benchling’s professional services (Customer Success teams) can help customers plan their IQ/OQ/PQ. In short,
Benchling provides the artifacts (like accelerated qualification protocols) needed for validation, so that customers can
execute their Part 11 validations more efficiently.

e IDBS: IDBS's approach is more proactive on the tech side. Its GxP Cloud platform is deployed through automated, version-
controlled scripts that streamline Environment Qualification ([7] www.idbs.com). This means that IDBS regularly runs its
own installation and upgrade tests (IQ/OQ) to confirm proper functioning, effectively passing this burden onto the vendor.
Customers then only need to perform operational qualifications (OQ) specific to their configuration. Furthermore, IDBS
explicitly says its consultants help customers “define and deliver implementations” that meet business requirements and
regulatory needs ([60] www.idbs.com). The net effect is that an IDBS GxP deployment comes with pre-validated
infrastructure and heavy support for customer validation tasks.

e LabArchives: LabArchives serves as a cloud service (SaaS), so there is no on-site installation to qualify; instead, customers
validate how they use the system. Dotmatics provides trust documentation, including audits (FedRAMP required
monthly/monthly scans) that customers can reference. LabArchives publishes its security posture and compliance controls
(as seen in its security blog ([8] www.labarchives.com)). Customers receive details enabling them to validate system
behavior: for example, LabArchives’' FedRAMP docs and white papers describe how audit trails and record locking are
enforced. In practice, a regulated lab implementing LabArchives will define processes (standard operating procedures) and
perform user acceptance tests, system integration tests, etc., and use LabArchives’ published controls as a baseline. The
LabArchives commitment to transparency (Guiding Principles #2) is to “provide necessary details to allow customers to

understand how LabArchives systems meet or support specific compliance requirements” (WLJ www.labarchives.com).

Overall, all three platforms enable proposers to affirm to auditors that “the required quality and compliance
measures are in place” ("“?/ www.idbs.com). Audit reports and certifications (ISO, SOC) from Benchling and IDBS
serve as evidence of general system quality, and the FedRAMP authorization of LabArchives for Government
similarly assures regulators.

Data Integrity and ALCOA++

Ensuring GxP data integrity means preserving the authenticity and traceability of records. As discussed,
regulators pivot around the ALCOA (and enhanced ALCOA+) framework (2} wwww.beckman.com). All three ELNs
address these principles via technical means:

e Attributable: Each data entry in the ELN is linked to the creator. Benchling and LabArchives integrate with enterprise
identity providers (SSO) so that each username is verified. IDBS similarly ties entries to logged-in users. The audit trails of
all systems clearly show which user made which change (making it attributable).

e Legible and Original: By nature, electronic records are “legible” in that they are stored in standardized digital formats.

Benchling encourages storing data in open formats (e.g. sequences, documents) and auto-generates PDFs or exports ([6”
www.beckman.com). LabArchives has a “flatten to PDF" option to capture handwritten data into the system. Critically, no
one is expected to handwrite into these systems — they are the original record, not a copy of paper. The Beckman guide on

([62]

ALCOA stresses that the electronic record is the original to avoid transcription errors www.beckman.com).

e Contemporaneous: Entries are made in real time during experiments. Benchling timestamp-stamps entries exactly when
saved; LabArchives and IDBS do the same. The systems discourage backdating; any proposed change after the fact triggers
an audit note (ensuring changes are recorded when they occur). This meets the FDA's need that records be made "at the

time of the action” (L63J www.beckman.com).
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e Accurate, Complete: The built-in validation (field types, required fields) and templates help ensure completeness. For
example, LabArchives offers pre-defined templates for data capture, and Benchling supports structured schemas. Since
each edit is logged and the full audit trail preserved (no overwriting of history), labs can reconstruct every value that was on
record. IDBS's rigorous controls and qualifying an SOC also speak to processing integrity, meaning the systems themselves
reliably implement these policies.

In practice, data integrity also involves security (preventing loss) and retention. Benchling and LabArchives both
use secure, backed-up cloud storage. IDBS's cloud can be deployed within a company’s secure network or its
own cloud (with enterprise controls). All emphasize encryption-in-transit and at-rest to prevent unauthorized
changes. Benchling, for instance, reports using advanced encryption to protect customer data ('

www.benchling.com).

The importance of ALCOA+ is highlighted in industry commentary. One specialist notes that “data integrity has
been a top reason for FDA warning letters” and that records must be attributable, legible, etc. (1%
www.beckman.com). IDBS echoes this, committing to data integrity and confidentiality in every offering (*°!
www.idbs.com). LabArchives likewise stresses protecting “provenance” of data (I°/ www.labarchives.com). By
design, these ELNs satisfy ALCOA+ facets: versioning provides consistency (each audit trail entry correlates
with earlier entries), enduring records (immutable logs), and available data (cloud backups ensure access).

Security and Certifications

A critical aspect of GxP ELNs is security compliance (often overlapping with IT security best practices). All three
companies maintain rigorous security certifications and infrastructure:

e Benchling employs a “security-by-design” approach (14! www.benchling.com). It is certified under ISO/IEC 27001:2022

(the current ISMS standard) (Kﬂ www.benchling.com), along with cloud security standards ISO 27017 and 27018. It also

[9]

undergoes annual SOC 2 Type 2 audits (covering confidentiality, integrity, etc.) (*”' www.benchling.com). Benchling

encrypts data in transit (TLS) and at rest, and provides enterprise-grade controls (SSO, MFA, etc.). Benchling content notes

that it continuously adds security controls and threats monitoring ([40] www.benchling.com). This strong security posture
underpins regulatory trust in Benchling'’s platform.

e IDBS similarly is certified and audited. Its Quality and Compliance summary confirms ISO 9001 (quality) and ISO 27001 (info

[10] 1]

security) ( www.idbs.com). In 2019, IDBS became the first ELN vendor to achieve SOC 2 compliance ([

www.idbs.com), demonstrating that third-party auditors attest to its control environment (e.g. access control,

confidentiality). It can provide SOC 2 Type 2 and SOC 3 reports to customers (WJ www.idbs.com). In 2024 IDBS extended

SOC 2 to cover Processing Integrity ([52] www.idbs.com), meaning its systems consistently process data fully and timely.

Additionally, IDBS recently achieved "Platinum Pharma Supplier” status with Qualifyze (a major supplier audit firm) ([65]

www.idbs.com), signaling that large pharmaceutical buyers vet IDBS as a high-quality, low-risk partner. All this indicates
that IDBS takes both IT security and industry-specific compliance very seriously.

(\5\

e LabArchives (Dotmatics) maintains ISO 27001:2022 certification as part of the Dotmatics group
www.labarchives.com). A Schellman audit confirmed that LabArchives’' ISMS meets the strict ISO standard ([66]

www.labarchives.com). LabArchives also has SOC 2 and SOC 3 attestations (as indicated by LabArchives noting SOC 2

Type 2 completed for initial FeEdRAMP works ([67] www.labarchives.com), and general references). With its FedRAMP
Moderate authorization, LabArchives for Government meets the U.S. government’s NIST 800-53 security controls (which are

(41 www.labarchives.com). Indeed, the FedRAMP process required

on par with or exceed most GxP security needs) (
LabArchives to implement gov-grade encryption, vulnerability scanning, incident response planning, and documentation

141 www.la barchives.com). The NIH's preference for LabArchives was explicitly for its compliance envelope:

standards (
they chose LabArchives because it “satisfied all core security and records-management requirements... including record log;

[68]

federal record retention and backup; ... and role-based permission” ( www.labarchives.com). In summary, LabArchives

offers a compliance-friendly security framework certified by independent bodies.
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These certifications benefit GxP compliance by giving customers evidence of a vendor's security diligence. In
an audit, one could cite Benchling's ISO/SOC certifications as proof of “industry-recognized standards”

[9]

compliance (7' www.benchling.com). IDBS and LabArchives similarly present ISO audits. For example, IDBS's ISO

9001/27001 certifications confirm top-tier quality management and information security (91 www.idbs.com),
while LabArchives' ISO 27001 renewal signals ongoing rigor (!°/ www.labarchives.com).

Integration and Data Ecosystem

GxP labs often have multiple systems (LIMS, instruments, ERP). An ELN's ability to integrate with other tools is
important for maintaining the “system of record” in context.

e Benchling offers a rich set of APIs and integrations targeted at biotech. It has connectors to common bioinformatics tools
(e.g. lllumina sequencers, bio-reactor systems) and supports tying together data (for example, linking experimental
protocols with the samples used). While Benchling is not a full LIMS, it does facilitate data transfers (e.g. substituting lab
manual entries with direct imports from instruments) to ensure continuity. Benchling'’s platform is often referred to as a
"LabOS" (lab operating system) because of its integration layer.

e IDBS has historically offered broad integration. E-WorkBook/Polar can incorporate LIMS data and interface with lab
equipment. IDBS's Polar is explicitly "Al/ML-ready” with an open data model, enabling customers to run analytics on
integrated datasets from instruments, assays, and manufacturing. Furthermore, as part of Danaher’s ecosystem, IDBS works
alongside other lab automation and informatics tools. Its emphasis on a digital data backbone (MS}

lifesciences.danaher.com) means data from assays, synthesis, and emails can be linked within the ELN, facilitating a single

source of truth — a key asset for audit trails (knowing not just what data was generated but also where and how it flowed).

e LabArchives integrates into Dotmatics’' ecosystem of specialized R&D tools. For example, SnapGene integration allows
seamless embedding of DNA/sequence data into LabArchives entries; GraphPad Prism integration embeds statistical plots;
ChemDraw integration supports chemical structures ([58] www.labarchives.com). This is less about compliance and more

about user convenience, but it does strengthen LabArchives’ position in labs where such applications are used. Importantly,

LabArchives can export its data (including complete audit logs) in standardized formats. Regulatory guidance requires that

[69]

audit records be “easily retrievable” ( simplergms.com). LabArchives allows export of records and audit trails,

facilitating FDA inspection requests.

All platforms support the FAIR data principle (Findable, Accessible, Interoperable, Reusable) to some extent. For
compliance, interoperability aids in assembling data for submissions or inspections. Benchling's structured data
model, IDBS's digital backbone, and LabArchives' export capabilities each help labs keep data transparent and
integrated.

Performance, Scalability, and Support

Since GxP validation is ongoing, the quality of vendor support and software lifecycle management matter.
Benchling, IDBS, and LabArchives all commit to service level agreements and support structures:

e Benchling boasts a 99.9% uptime SLA for its cloud service. Its Validated Cloud is isolated from non-validated tenants;
software releases only come quarterly (slow enough for requalification). Benchling's support includes documentation,
training, and personalized Customer Success teams. Customers report that implementing Benchling at scale requires
significant change management: training scientists to use a structured system can be challenging (“51 www.scispot.com).
Benchling addresses this with user-friendly Ul and abundant help resources. High support costs may apply: the vendor
provides premium “white-glove” onboarding for enterprise customers. The advantage is rapid feature delivery (Benchling
frequently updates their platform, albeit locked down in GxP mode).
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e IDBS also provides high-level support. With over 30 years in pharma, its consulting arm works with clients on long projects.
IDBS's Uptime and performance are also typically very high (often deployed at large sites with SLAs). The GxP Cloud means

([49] www.idbs.com). Because IDBS serves

IDBS itself handles upgrades and maintenance under controlled procedures
large enterprises, it offers 24/7 support and dedicated account management. The +30% uptime is usually targeted, and
IDBS often runs frequent trainee programs for admins. A drawback is that IDBS updates are less frequent (major version

upgrades happen annually or biannually, given the rigorous testing required).

e LabArchives (now under Dotmatics) provides enterprise support for its vetted customers. The NIH partnership suggests
they can scale to 10k+ users organizations. Dotmatics commits to posting security and compliance updates publicly (e.g. the

ISO certification announcement) ([5] www.labarchives.com). LabArchives typically releases updates more frequently
(monthly or biweekly), but the customer responsibility is to assess each new feature for compliance impact. LabArchives
offers help docs, training webinars, and a customer success team, though as a smaller company (compared to Danaher or
Benchling's valuations), the level of hand-holding may vary.

In load testing and performance, all three have been proven at scale. Benchling and LabArchives being cloud-
native can elastically scale compute/storage. IDBS's cloud is also robust (with proven high-volume installations).
There is negligible published data on performance differences, but industry confidence is high that these
platforms can handle large user loads and data volumes (Benchling claims enterprise genomics labs have
petabytes of data on the platform, e.g. sequence data).

Case Studies and Real-World Examples

In evaluating bona fide compliance, empirical examples help. Below we highlight illustrative deployments:

e New England Biolabs (Benchling Case): NEB, a biotech firm, had scientific teams already using Benchling for research.
Needing to expand Benchling’'s use into QC and development labs (which operate under GMP/GLP), NEB adopted Benchling
Validated Cloud. NEB's Quality Control Manager reported that Benchling’s validated environment let them “meet regulatory

(9l www.benchling.com). This shows real-

compliance requirements” and work within their pre-existing LIMS constraints (
world alignment: a regulated QC team trusts Benchling to handle compliance needs. It also demonstrates Benchling's ease-

of-transition for labs already invested in its ecosystem.

e PharmaEssentia and IDBS Polar: PharmaEssentia (a biopharma company) engaged IDBS to digitize experiment notebooks
across its global R&D. With labs in Taiwan and Massachusetts, PharmaEssentia needed an ELN supporting collaboration in
multiple languages. IDBS Polar was selected because of its advanced functionality “beyond traditional ELN offerings” ([70]
lifesciences.danaher.com). Though not explicitly labeled a “compliance case”, it underscores IDBS’s capability in regulated
R&D (PharmaEssentia’s pipeline includes therapeutic proteins requiring strict GMP documentation). The partnership
suggests the IDBS GxP Cloud can bridge continental labs and standardize recording — a key compliance advantage given

that "electronic records must be accessible and readable for years to come” for regulators ([6” www.beckman.com).

e NIH Agency-wide Adoption (LabArchives): The NIH example is perhaps the clearest endorsement of LabArchives’
compliance orientation. After piloting LabArchives at the National Cancer Institute, the NIH expanded to 7,000 users NIH-

([541 www.labarchives.com). The NIH chose LabArchives because it fulfilled all FedRAMP and internal requirements,

[68]

wide
including federal record retention, security controls, and access tracking ( www.labarchives.com). The NIH

deployment covers diverse research disciplines, demonstrating that LabArchives can scale across domains while maintaining

compliance. Importantly, by selecting LabArchives as "its one approved multi-discipline ELN" ([54] www.labarchives.com),
the NIH has effectively standardized its regulated electronic notebooks on a single system recognized as compliant.

e Other Perspectives: Several industry analysts and blogs provide user-centric comparisons. For instance, a 2025 ELN
comparison (sponsored content by Scispot) notes that Benchling is powerful but expensive (suggesting $5-7K per

[15]

user/year, making it “inaccessible for smaller labs" ( www.scispot.com)). That perspective, while possibly biased,

indicates price/performance trade-offs. Similarly, LabArchives is criticized there for an "outdated” interface and limited
mobile functionality (“8] www.scispot.com). IDBS is often not featured in these consumer-facing reviews, but G2 user

ratings show that IDBS E-WorkBook scores slightly lower on ease-of-use metrics (likely due to its complexity). These voices
suggest that, beyond raw compliance features, ease of user adoption can influence a lab’s success with GxP systems.
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Discussion of Implications and Future Directions

The comparison highlights trade-offs:

e Depth vs. Flexibility: IDBS's offering is deepest on compliance and integration (automated qualifications, ALCOA
adherence, enterprise security) but also most complex. It suits very large, regulated organizations that can invest in lengthy
deployments. LabArchives lies at the other end: easy-to-roll-out and cost-effective, but requiring labs to fill in some
compliance gaps (e.g. limited customization means one must invert workflows to fit the system). Benchling occupies a
middle ground, with modern UX and strong data models, now made more compliant by the Validated Cloud.

e Validation Effort: All three require customers to validate their specific configuration and use-case. Benchling and IDBS
provide robust documentation (IQ/OQ scripts, policies) to ease this. LabArchives expects this is handled by institutional

IT/QA, though it educates customers on its own controls (“4] www.labarchives.com). The agency environment (FedRAMP)
suggests LabArchives is taking compliance seriously, but GxP labs still must do their own PQ (performance qualification) for
any tailored workflows.

e Regulatory Enforcement: Notably, the FDA has shown enforcement discretion on some Part 11 requirements, meaning it

focuses on underlying GxP outcomes rather than strictly policing every software checkbox (13H www.fda.gov). In practice,
an inspected lab's regulators will care more about whether research data is intact and audits exist than, say, whether a
particular encryption algorithm is used. All three platforms provide those fundamentals, but labs should ensure their
procedures leverage the ELN fully (e.g. always signing-off in the system, not printing and signing PDFs). As noted in the FDA

guidance, “records must still be maintained ... in accordance with the underlying predicate rules” (B” www.fda.gov). An
ELN is a tool - the users' processes must ensure GxP business rules are met.

e Emerging Challenges: Looking ahead, Al and digital transformation will impact ELNs. Benchling, for example, is integrating
Al for data analysis, and IDBS's Polar is built for machine learning-assisted data mining. Regulators will likely evolve to
consider Al-generated content as part of records; vendors may need to incorporate audit trails of Al prompts/outputs.
Generative Al in GxP has begun to attract attention, and frameworks are being proposed for validating Al tools under Part 11
rules (/" intuitionlabs.ai). It is plausible that future LabArchives or Benchling features will include Al-assisted record
keeping (voice-to-text entries, predictive entries), which will have to be done in a compliant manner. The fundamental
compliance pillars — attribution, integrity, audit trails — still apply to Al.

e Policy Trends: Policy also influences adoption. The White House's push for electronic records (OMB memos) applies to

regulated research supported by federal funding (/2! www.labarchives.com). For labs, this increases demand for validated
ELNs like LabArchives for Government or Benchling (if expanded to FedRAMP). Data security mandates (such as CMMC for
DoD labs) mean more institutions will require ISO/SOC compliance from vendors.

e Data Lifecycle: Future GxP expectations will emphasize data standards (FAIR principle). ELNs that capture rich metadata
and interfaces may gain advantage. Benchling’s structured data model, IDBS's analytics engine, and LabArchives' integration
with digital lab notebooks suggest an ecosystem where ELNs are hubs for FAIR data. Regulators may encourage use of ELNs
for standardized reporting (e.g. attaching raw instrument data directly rather than static reports), which all three platforms
partly support.

e Interoperability and Archives: One concern is long-term archival. LabArchives's cloud allows exporting records to
PDF/CSV. Benchling and IDBS likewise support data export. For GxP, companies often archive static snapshots of data. It will
be important that such archives include full history. We note the FDA guidance: “electronic records should be stored in a

format...readable for years to come” (LGH www.beckman.com). Each vendor claims data portability (Benchling quotes open
formats, LabArchives has Office plugins and export tools, IDBS uses standard data schemes).

Conclusion

In conclusion, all three ELN platforms evaluated—Benchling, IDBS (E-WorkBook/Polar), and LabArchives—offer
robust support for GxP compliance, but they cater to different needs. Benchling provides a modern user
experience and strong molecular-data tools, now extended by its Validated Cloud to include Part 11/Annex 11
controls (e-signatures, audit trails, version locks) ("' www.benchling.com). It is well-suited for biotech and mid-
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size pharma that value an integrated R&D platform. IDBS delivers a mature, enterprise-grade ELN/LIMS solution
with deep compliance pedigree (Automated I1Q/OQ, ALCOA++ design, SOC audits) (/) www.idbs.com) (14"
www.idbs.com). It is ideal for large pharma where scale and full traceability are paramount. LabArchives offers
an accessible, cloud-native ELN with newly strengthened compliance credentials (ISO 27001, FedRAMP) (-]
www.labarchives.com) (4! www.labarchives.com), making it attractive for academic institutions, governments, and
industry labs seeking a proven, affordable SaaS notebook.

Our analysis shows that none of the platforms inherently violates GxP rules — each provides the technical
controls to meet Part 11 and data integrity requirements ('’ www.benchling.com) () www.idbs.com) (I
www.labarchives.com). However, adoption success depends on choosing the right system for one's context.
Organizations must weigh factors like cost, ease of use, and existing processes against the platforms’
compliance features. Importantly, even with these tools, companies must implement proper procedures: for

example, always stamping records electronically (not on paper) and validating processes end-to-end.

Looking ahead, ELNs will continue evolving under regulatory guidance. All three vendors are likely to add even
more compliance automation (e.g. auto-reminders for review signatures, Al-assisted report generation with
audit), as well as enhanced data analytics. As agencies emphasize data governance, the ability of platforms to
standardize and secure research records will only grow in importance.

In summary, Benchling, IDBS, and LabArchives each constitute a credible GxP-compliant ELN option. This
report's comparative perspective — grounded in certification claims, technical features, and real-world usage -
should assist decision makers in selecting the ELN best aligned with their regulatory obligations and scientific
workflows.

27]
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https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=IDBS%20incorporates%20the%20industry,security%20in%20all%20our%20offerings
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=security,for%20Government%20as%20a%20trusted
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=LabArchives%20maintains%20ISO%2027001%3A2022%20certification,based%20scientific%20workflows
https://www.csolsinc.com/resources/elns-in-regulated-environments-how-to-ensure-gxp-and-fda-compliance#:~:text=ELNs%20maintain%20date,that%20facilitate%20accountability%20and%20traceability
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=Our%20automated%20IQ%2FOQ%20processes%20and,specific%20configuration%20and%20intended%20use
https://www.labarchives.com/blog/security-and-privacy-at-labarchives-introducing-our-guiding-principles#:~:text=1,research%20from%20start%20to%20finish
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https://www.idbs.com/about/quality/#:~:text=Our%20certifications
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https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,subject%20to%20appropriate%20confidentiality%20arrangements
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=LabArchives%20began%20its%20journey%20toward,wide%20use%20at%20the%20NIH
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=,Support
https://www.labarchives.com/blog/security-and-privacy-at-labarchives-introducing-our-guiding-principles#:~:text=2,compliance%20requirements%20around%20the%20world
https://www.scispot.com/blog/labarchives-vs-benchling-vs-scispot#:~:text=Despite%20its%20capabilities%2C%20Benchling%20presents,effective%20alternatives
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=IDBS%20helps%20BioPharmaceutical%20organizations%20accelerate,tackle%20today%27s%20most%20complex%20challenges
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=LabArchives%2C%20now%20part%20of%20Dotmatics%2C,data%20management%20SaaS%20application%20platform
https://www.scispot.com/blog/labarchives-vs-benchling-vs-scispot#:~:text=Despite%20its%20adoption%20in%20academic,locks%20up%20all%20the%20time
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=,Control%20Manager%2C%20New%20England%20Biolabs%C2%AE
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=WOKING%2C%20England%2C%20Jan,R%26D%29%20teams
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=authorized%20at%20the%20moderate%20security,1%2C2
https://www.idbs.com/about/quality/#:~:text=Through%20our%20combination%20of%20ISO,to%20quality%20and%20information%20security
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=At%20IDBS%2C%20we%20leverage%20over,achieving%2C%20maintaining%20and%20demonstrating%20compliance
https://www.csolsinc.com/resources/elns-in-regulated-environments-how-to-ensure-gxp-and-fda-compliance#:~:text=GxP%20Guidelines
https://www.sciencedirect.com/science/article/pii/S153555350700038X#:~:text=more%20companies%20started%20to%20implement,The%20use%20of
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application#:~:text=
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https://www.beckman.com/resources/industry-standards/alcoa#:~:text=In%20their%202018%20Questions%20and,created%20contemporaneously%2C%20original%20and%20accurate
https://www.csolsinc.com/resources/elns-in-regulated-environments-how-to-ensure-gxp-and-fda-compliance#:~:text=ALCOA%20is%20an%20acronym%20for,Those%20principles%20are
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application#:~:text=1
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Introducing%20Benchling%20Validated%20Cloud%3A%20Accelerating,Product%20Development%20for%20Life%20Sciences
https://www.idbs.com/e-workbook-eln/#:~:text=IDBS%20E,ELN%2C%20LES%20and%20LIMS%20capabilities
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=The%20LabArchives%20team%20has%20always,a%20searchable%20database%20of%20pre
https://simplerqms.com/21-cfr-part-11-audit-trail/#:~:text=The%20FDA%2021%20CFR%20Part,stamped%20audit%20trail
https://www.beckman.com/resources/industry-standards/alcoa#:~:text=letters%3F%5E%7B,on%20the%20implementation%20of%20their
https://www.csolsinc.com/resources/elns-in-regulated-environments-how-to-ensure-gxp-and-fda-compliance#:~:text=1
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
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https://simplerqms.com/21-cfr-part-11-audit-trail/#:~:text=The%2021%20CFR%20Part%2011,an%20audit%20trail%20ensuring%20traceability
https://www.csolsinc.com/resources/elns-in-regulated-environments-how-to-ensure-gxp-and-fda-compliance#:~:text=7
https://www.benchling.com/trust#:~:text=%2A%20
https://www.idbs.com/about/quality/#:~:text=In%202019%2C%20IDBS%20became%20the,a%20strong%20commitment%20to%20security
https://www.scispot.com/blog/labarchives-vs-benchling-vs-scispot#:~:text=Benchling%20originated%20at%20MIT%20and,challenges%20for%20many%20research%20organizations
https://www.benchling.com/resources/considerations-for-using-benchling-as-gxp-system#:~:text=Join%20over%20200%2C000%20scientists%20using,to%20power%20their%20biotech%20R%26D
https://www.benchling.com/webinars/enterprise-r-and-d-transformation-case-study-biogen-and-sanofi#:~:text=David%20Sexton
https://www.benchling.com/resources/considerations-for-using-benchling-as-gxp-system#:~:text=Benchling%E2%80%99s%20products%20are%20trusted%20by,that%20fall%20under%20GxP%20regulations
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=data,more%20effectively%20as%20a%20result
https://www.benchling.com/blog/introducing-benchling-validated-cloud-accelerating-product-development-for-life-sciences#:~:text=Benchling%27s%20introduction%20of%20Validated%20Cloud,efficiently%20into%20and%20through%20development
https://lifesciences.danaher.com/us/en/news/digitizing-data-management-idbs-pharmaessentia-partnership.html#:~:text=Known%20for%20its%20signature%20IDBS,and%20across%20the%20supply%20chain
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=The%20IDBS%20GxP%20Cloud%20is,system%20in%20a%20validated%20state
https://www.idbs.com/e-workbook-eln/#:~:text=60
https://www.idbs.com/e-workbook-eln/#:~:text=Less%20reporting%20time
https://www.idbs.com/about/quality/#:~:text=In%202024%2C%20IDBS%20has%20successfully,services%20criteria%20for%20Processing%20Integrity
https://www.dotmatics.com/news/labarchives-for-government-achieves-fedramp-authorization#:~:text=Secure%20Research%20Collaboration%20Across%20U,Federal%20Agencies
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=Use%20of%20LabArchives%20for%20Government,ELN%2C%20the%20NIH%20aims%20to
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=As%20part%20of%20this%20certification,development%2C%20and%20cloud%20hosting%20infrastructure
https://www.idbs.com/about/quality/#:~:text=IDBS%20incorporates%20the%20industry,security%20in%20all%20our%20offerings
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=FedRAMP%20authorization%2C%20LabArchives%20for%20Government,for%20Government%20as%20a%20trusted
https://www.labarchives.com/blog/introducing-labarchives-for-government-a-fedramp-r-moderate-authorized#:~:text=%2A%20Multi,data%20search%20and%20reporting%20capabilities
https://www.idbs.com/about/quality/#:~:text=IDBS%2C%20a%20commitment%20to%20quality,supported%20by%20recognized%20certifications
https://www.idbs.com/about/comprehensive-gxp-solutions/#:~:text=
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https://www.beckman.com/resources/industry-standards/alcoa#:~:text=Original
https://www.beckman.com/resources/industry-standards/alcoa#:~:text=The%20word%20contemporaneously%20implies%20that,is%20not%20good%20practice%20either
https://www.benchling.com/trust#:~:text=We%20employ%20a%20security,develop%20and%20maintain%20our%20products
https://www.idbs.com/about/quality/#:~:text=
https://www.labarchives.com/blog/labarchives-reaffirms-iso-27001-2022-certification-as-part-of-dotmatics#:~:text=LabArchives%20is%20proud%20to%20announce,the%20highest%20level%20of%20rigor
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
https://intuitionlabs.ai/articles/gxp-eln-comparison-benchling-idbs-labarchives?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=gxp-eln-software-benchling-vs-idbs-vs-labarchives-compared.pdf
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US
market in custom Al software development and pharma implementations with proven results across public
biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and
ERP systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al
infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion,
automated document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field
force applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and
automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom
data visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and
implementation guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no
representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or
availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives
be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or
damage whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated
content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information
before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of
their respective owners. All company, product, and service names used in this document are for identification purposes
only. Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and
biotech companies. As the premier US-based Al software development company for drug development and
commercialization, we deliver cutting-edge custom Al applications, private LLM infrastructure, document processing
systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al
expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,
please consult with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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